Th.s reporf 'S roquift^O by law (7 USC 21 4J) '-aiUife :o report occofOing to i^e reQuioMoni can 
•^suu .fi an orOer to Cease ai*U a»«i to be subject to penalites as provided lor m Seciioi> 2i50 


See reverse s»de lor 
addiiiotial lolorrnaKon 


UNITED states OEPAfiTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TyPE OR 16-2001 RCVD 


I REGISTRMJOM HO 

50-R-0006 


'\ 




iM I er agency Report Coniroi Mo 
0 I 80-OOA.AN 


FORM approved 
OM8 NO 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY fN9fne and Address, as registered w#/ft USDA. 
rnc/urte Zip tt • 

-• University of Delaware 
■^OftTce of Laboratory Animal Medicinfe 
-- 1 .:-- Hall 

Jfewark, DE 19716 
Status: Active 


3. REPORTING FACILITY (Ltst ail locaitons where animals were housed or used in aclual rcrsearch. testing, teaching, or experimental ion, or held tor these purposes Attach additional 
sheets >1 necessary ) 


FACILITY LOCATIONS (Sites) 


020 Wolf Hall/McKinley Hall 
126 Worrilow Hall 


175 McKinley Lab 


report of animals used by or under CONTROL OF RESEARCH FACILITY /Affach adidihonet sheets <i necessary or use APHtS fORM r023A) 

M il— — I — 


Au 

Animals Covered 

By The Animal 

Welfare Regulations 

B Number ol 
animals being 
bred. 

conditioned, or 
held lor use m 
leaching, lesiing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes 

C Number ol 
aiiiinals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs 

Number ol animals upon 
which expernnents. 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and lor which appropriate 
anesthetic, analgesic, or 
tranquih^ing drugs were 
used 

£. Number ot animats upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and tor which the use ol appropriate 
anesthetic, analgesic, or tranguitizmg drugs would 
have adversely allecled the procedures, results, or 
inierpreiaiion ol the teaching, research, 
experiments, surgery, or tests (An exp/ana/ion of 
the procedures producing path or distress tn these 
animats and the reasons such drugs were not used 
niusf be attached to this report). 

total no 

OF animals 

(Cols. C ♦ 

0 E) 

4. Dogs 

0 

0 

0 

0 

n 

S. 03tS 

0 

0 

0 

_ 0 __ 

0 

6. Guinea Pigs 

0 

0 

0 

_ _ n 

n 

7. Hamsters 

0 

0 

_ 0 

n 

n 

a. Rabbits 

0 

6 

0 

0 

6 

9. Non-human Primates 

0 

0 

0 

0 

0 

10. Sheep 

0 

0 

0 

0 

0 

1 1 . Pros 

0 

0 

0 

0 

0 

12. Other Farm Animals 






Goats 

0 

11 

0 

0 

11 

1 3. Other Animals 






White Tailed Deer 

0 

0 

16 

0 

16 














I ASSURANCE STATEMENTS 


l> ProiessiOnalty accepiabte standards governing the care, Ireaimenl, and use Ol animals, including apprunaie use ol anesthetic, analgesic, and Iranquih^ing drugs, prior *0. during, 
and loHowing actual research, teaching, test mg. surgery, or experimental ion were tollowed by this research tact lily 


3) Each ptiMCipai invesligatur has considered allemaiives to pamtui prrx:edures 


3) Tins facility is adhering to the standards and regiilalK>ns under the Act. and il has retfuired that exceptions to the standards and regulations be specilied and explained by it*e 
prmctpal investigator and approved l»y the institutional Animal Cate and Use Committee (lACUC) A summary ol ail such exceptions is attached to this annual report, tn 
addition to ideniilying the I ACUC -approved exceptions, this summary includes a brtel explanation ul the exceptions, as well as the species and number ol animals allecled 


A) Tlie attending velerinjriun lor this research lacihty has appropriate authority to ensure the provision ol aOequale veterinary care and io oversee the adec^uacy ol olher aspects ol 
aiinnat care and use 



CKKTIKICATION BY 1) KADQU ARTKS IlKSEAKCll KACII-ITY OKKICIAI. 
(Chief Executive Orricer or Legally Kc»ponsil>ic Insiiiutional Onicial) 

1 ceftily thut lti« jlKive IS trim, corrm.i. and ctJinpinii' (7 !j S C Sim: lion 



SiCNAl 


' Pni\t) 

DATE SIGNED 




/. 1 1 


(AUG 91) 
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This report is required by iaw ^7 (JSC 2143). Failure to report according to the regulations can 
result JD an order to cease and desist and to be subject to penalties as provided for m Section 2150. 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PUVNT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO, 

50-R-0011 


CUSTOMER NO, 

719 


Interagency Report Control No 
0180-DOA-AN 


FORM APPROVED 
OMB NO. 0579-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered v^tth USDA. 
include Zip Code) 

ANALYTICAL BIOLOGICAL SERVICES INC. 

CORNELL BUSINESS PARK 701-4 
WILMINGTON, DE 19801 
(302) 654-4492 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or expenmentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONSfafes) 


See Attached Listing 



1 REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 

A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

0. Number of animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthelic.analgesic, or tranquilizing arugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

D + E) 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-Human Primates 


10. Sheep 


11. Pigs 


12. Other Farm Animals 



13. Other Animals 





ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animat care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


“"-ICIAL (Type or DAT 


DATE SIGNED 

ld-ito(oi 


Mmio rwiMvi /u<co 

(AUG 91) 
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PART 1 - HEADQUARTERS 
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rnuii m on ord«r loxoasn.antl OQiisi ®nd to Ua sul)ieci io poiia)t<os as piowidcd lor III S4iclioii'2i50, 


12075866751 P . 

.:.ec fcya«o,iiaa, 101 U3nir<H f*o 

adClllonatiliilarmoiiorL ■ ®!<®P'OpA*AN 


UNITED STATES OEPAflTMENT Ofs AOniCULTURE 
animal and plant health INSPECTION SCRVlCC 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 




FORMiAPPROVEO 

OMa'NOl057IM)03fi 


2. HeAOOUAIT7QU^^£ARCM;,PACILrrV*tiyaii»«.em/A^f9M; M tmgittmmf with USOA. 

Diagnostics, Inc. 

120(Sdndy Or 
E328/B31 

Neuark, DE 19713 
Status: Active 



3. REPOATINQ'rACUJTV {Lisi all louilMa wiioia ornmaia »«!■ houMd or us^ In acludi ivtaiuch, iasluiQ. iflachino. of aapaiimwiiat^ ioiiTl>«sa 

itieau il iiaMury.) 


FAOUrr LOCATION5T5/to«J 


52 Anderson Road, Windham i Maine 


26578 Old Julian Hwy, RAmona, CA 


REPORT OF ANIMALS' USED HV OR UNDER-CONTROL OP RESEARCH^ FACILITY '/ARjcO shoals irriocaajHpy' or- UM'AFNl$lPORMlr023AJ' 


puiposasr AllMfi AddlitOttM 



Afilniali.Coir«fa4 
Sr Ths Animal 
Wallnra Raf^lM ions « 


fii NumDftr o4! 
anlmalp Daing 
btacL 

GarKililonadt oi 
hiM lor- Ufa ui 
laocoirtgk lafilng, 
axperimanli. 
rusvarcn, or 
lUTQory but not 
yal uMd lor fuch 
purposn. 


C Numbof ol' 
anlnwdviupon 
wlucAiiaadunQ, 

rosiAicb, ‘ 

OMporimanis. or 
mu w«t 
cooduoiad 
Inaolviitg no 
pom, dlciiBSs, or 
Ufa ol pain* 
roUavlnQ drugi. 


R- Nutfibaiiul iiiiunali upim 
' whicb'«i|Mrinwnis.. 
l«aGlwng.'ieMorch;- 
furgory.ar' icsisiwiio 
ciMduciad Inuulvpiig 
accompoiifinB pom.or 
plMreia lo mo.Oiiknuls 
and- lor wfUch opproprloia 
anaalhatle. aiialgaSM:,' dr 
Iranqulli/ing drugs woro . 
usad. 


! ;,coruluciodyn>^ic^iPgcM|pM)fip^ 

• anas|boiic^faaMQ as ic,4Mi{ironipiiiiginfl;dru^’<^^ 
novBiachi«rsa(y<oltocia^}ttMiiprpcBdum*./eaulis, or 
iniarpcauiiQn,oftilMil«acriiiigJ;r«saot:clt,' . 
i aaparhtMoU,; BUfgaryJiorilpgtA'ii /RnlaaploffOdon.o/ 

. ,th9iarpefMtu^sipfv0a^gif*9m:or.t(U$ii9^ m.r/iaaa 
. animaislwaitO^ifaM^onSftuch^d^ilweem nam99a 


* .•»’* ’t • ► 


TOTAL’ ?«0- ' 

OP AMMAii 


(COU. C A 

D o E) 



U FrolassmooHy; oCbafMoDia siandoids govarnl^ lha eai«, iiaaiinaiil. uml um ol onlmuis, HtdudlngiappKnloia.usaiorMMiSihatlc, anafgaatc.' and iraiuMttt/ina diugs, prior to. during. 
1 and toOowlhg oclual raiaorcb, iaachliiQ, losling, mrgary. or amparlmanlalion %«ara IgOotrad by ilUa rosaunA lo^Jllty. ^ - » — - 

£oef) prindpal invasligaior noi do ns i d arad aliurnaMva ro painiul proeaduras. 

3|. TWI lodltry ii adliarlfig fo ita siondorda Mitl r«gulolii>iis undar iha Aci, and ii has laquirad fhai axcapiiont lo.iha-aiandordi and, mufai ions Despa^ilad and ampoinad br ibe 
pnncipai InvBsilgalor and approved by iha UiMilluilaiiui Animal Cora intl Use Qmwuiiaa (lACUCl. A eumiiiary.ol afl sucniokccpjtonc 1» allaohedilo Ihla, annual report. In 
addiiien lo idaeiMying iha iACUC.appmwed eauipilana. ihU Mumiary hidudes a briei eaplnnoiion ol iha aaceptkin^ os well^ ihe;sp«oaa otid nucnbrn ol anuiwfa aJlecled. 

Tiie aiiiiJidliig.vaiarliiartQii kM ihla laiaorGh ladHly hat opprupiloia oulhurtly lo aosura iho provision ul luicquala vatarinary care imd lo ovorsae Itie adaouocv ol oilier aspocti ol 
aiiunal care Olid use. . ‘ ~ ^ 



CEKTIKICATION »Y llt£AnQUAKTt‘S HKSEAKCII rAClLITi.Y<aP;BiClAL 
(Chief EaccuUvc Officer ur Lc|{ally lUaponsible lmU(uJlip;iA|;Orncf^ 

I iieriily ihal Ilia. above l» Una, ourncl. and conipkria (7 U.Si.C/,So<:llrmj2j.^lV 


F an a 


• * • * « 


-DATE signed. 

4 

(3/03/<tf 


^j-iuia a 1 1 














This reoon is required by taw (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PUVNT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


See reverse side for 
3. additional information 


1. REGISTRATION NO. 

50-R-0009 


CUSTOMER NO. 
47 


Interagency Report Control No 
0180-OOA-AN 


FORM APPROVED 
0MB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA. 
include Zip Code) 

NEMOURS FOUNDATION, THE 
1600 ROCKLAND RO 
WILMINGTON, DE 19899 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONSfs/fes) 


LIFE SCIENCES CENTER 
WILMINGTON, DE 19803 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


8. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
Involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquiiizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic.anaigesic, or tranquiiizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C 
□ ♦E) 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-Human Primates 


10. Sheep 


1 1 . Pigs 


12. Other Farm Animals 



13. Other Animals 




ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquiiizing drugs, prior (o. during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
pnncipai investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report, in 
addition to identifying the iACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4 ) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 



APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


PART 1 - HEADQUARTERS 




















I 


Th«r report ie required by faw (7 USC 2'r<5). Failure io report according to tfte regulations can 
^ result in an order to cease and desrst and to be subject to penalties as provided for m Section 21 SO 

’ UNITED STATES DePARTMENT OF AGRICULTURH 

ANIMAL AND PLANT HEALTN INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


See reverse side for{ \ ^ 
addition ai inform atioAy ' 


imeragency Report Control No 
ai 60 -aOA-AN 


1. REGISTRATION NO. 

50-R-0001 


CUSTOMER NO, 
41 


FORM APPROVED 
■CMS NO. 0579-0036 


headquarters research facility f Name and Address, asregrsrBred with uSDa 
indvaa Zp Coae} 

E. L DUPONT DENEMOURS & COMPANY, INC 
ELXrON ROAD 
P.O.BOX 50 
NEWARK. DE 19714 
(302) 366-5318 


FACILfTY LOCATTONS^srfesJ 


See Attsched Listing 


Haskell Laboratory Building 1 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY fAnacrt addition&l srteets i? necessary or use APHIS FORM 7023A ) 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. htomberof 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- ■ 
relieving drugs. 

0. Number of animats upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anestoetic. analgesic, or 
tranquifaing drugs were 
used. 

E, Numoer of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetiaanalgesic, or t/anquiUzing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures produc/ng pain or distress in these 
anitna/s and the reasons such drugs were nor used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C ♦ 

0 ♦£) 

4. Dogs 


• 



0 

5. Cats 




■ 

0 

6. Guinea Pigs 


2 

1 

0 

3 

7. Hamsters 


0 

178 

0 

178 

3. Rabbits 


575 

0 

32 

607 

9. Non^Human Primates 





0 

1 0, Sheep 





0 

11. Pigs 





0 

1 2. Other Farm Arumals 





0 







1 3. Other Animals 


. 



0 



















1 ASSURANCE STATEMEhfTS 



1) Prc^essionaiiy acceptaPle standards governing the care, treatment and use of animals. Including appropriate use of anesthetic, analgesic, and trar>qui!izing drugs, prior to. dwing. 
and foltewing actual research, leaching, testing, surgery, or expehmentailon were followed by tWa research Polity. 

2) Each prrndpel investigator has considered attematives to painful procedures. 

3) This facRty is adhering to the standards and regulations under the Act 3 nd it has required that exceptions to the standards and regulations be specified aruj explained by the 
principal investigator and approved by the Institutiorval Animal Care and Use Committee (lACUC). A suironasy of all the «xcapttor» is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary indudes a brief explanetw of the exceptions, as wed as the spedes and number of animals affected. 

4) The attending vetennarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspeca of arnma) care arid use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official} 

' JOve is true, correct and complete (7 U.S.C. Section 2143) 


NAME & TITLE OF C.E.O. OR INSTTnJTtONAL OFRCIAL /Type or Pn/jf) 

t 

DATE SIGNED 

/i/is/o! 


(AUG 91) 


























OuFbnt Haskell Laboratory 
for Health and Environmental Sciences 
Qkton Road, HQ Box 50 
Newark. DE 19714-0050 


November 13, 2001 


Elizabeth Goldentyer, DVM 
USDA, APHIS, REAC 
Eastern Regional Office 
920 Main Campus Drive 
Raleigh, NC 27606 

Dear Dr. Goldentyer: 

To address the issue of the category E animals in the USDA annual report of the DuPont 
Haskell Laboratory for Health and Environmental Sciences (50-R-000 1 ), I am providing 
a list of five types of skin irritation studies and four types of eye irritation studies which 
were conducted in rabbits to meet the criteria of various regulatory agencies. All study 
protocols and SOP’s were reviewed and approved by the Haskell Laboratory’s 
Institutional Animal Care and Use Committee (lACUC). 

Skin Trritation Studies 

Thirteen (13) rabbits that were used in one of the following tests experienced signs that 
were considered to fall into category E. These studies comply with or are based on 
(screening studies) test guidelines OPPTS 870.2500 (1998) and OECD 404 (1992). 

1 . Skin Irritation Study in Rabbits - The purpose of this study is to supply safety 
assessment information and to enable companies to file for pre-manufacturing 
notifications (PMNs). 

2. Skin Irritation Study Under Potential Use Conditions - The purpose of this study is to 
supply safety assessment information and to enable compames to file for pre- 
manufacturing notifications (PMNs). 

3. Acute Dermal Irritation/Corrosion Study - This study is conducted for the registration 
of agricultural products with the Organization for Economic Cooperation and 
Development (OECD) and European Economic Community (EEC). The Acute 
Dermal Irritation/Corrosion Test is also conducted to aid in determining a Workplace 
Hazardous Material Identification System (WHMIS) rating for Canada and a 
Hazardous Material Identification System (HMIS) rating for the United States. 

4. Skin Absorption Approximate Lethal Dose Study - This study is performed for safety 
assessment and to determine a packaging class for the transportation of chemicals. 


£.1 du Fbnt di ^temaun and Comoairy 



Eve Irritation Studies 


Fifteen (15) rabbits that were used in one of the following tests experienced signs that 
were considered to fall into category E. These studies comply with or are based on 
(screening studies) test guidelines OPPTS 870.2400 (1998) and OECD 405 (1987). 

1 . Eye Irritation Study - The purpose of this study is to supply safety assessment 
information and to enable companies to file for pre-manufacturing notifications 
(PMNs). 

2. Primary Eye Irritation Study - This study is conducted for the registration of 
agricultural products with EPA FIFRA. 

3. Acute Eye Irritation/Corrosion Study - This study is conducted for the registration of 
agricultural products with the Organization for Economic Cooperation and 
Development (OECD) and European Economic Community (EEC). 

4. Eye Irritation Screen - The purpose of this study is to supply safety assessment 
information for Discovery compounds. 


An additional four (4) rabbits used in lACUC approved developmental toxicity studies 
were found dead or were euthanatized because of oral gavage trauma. The amount and 
degree of pain and distress, if any, could not be determined. These studies comply with 
or are based on (rangefinding studies) test guidelines OPPTS 870.3700, OECD 414 
(2001) or OECD 421 (1995). 

Testing for registration of crop protection chemicals is required under CFR 40 Part 158. 
Other testing is done for product stewardship purposes, for the reasons cited above. 

The LACUC approved the conduct of these studies without the use of anesthetics, 
analgesics or tranquilizing drugs because the use of such drugs could adversely influence 
the experimental compound’s effect on the animal or alter the animal’s reaction to the 
experimental compound, resulting in invalid interpretation of the clinical signs by the 
scientists. Test guidelines (OPPTS) for these study types do not allow for the use of 
anesthetics, analgesics, or tranquilizing drugs, other than allowing use of local anesthetics 
in eye irritation studies where extreme pain is expected. Most tested substances are novel 
materials for which there is little or no information available upon which to predict the 
response. Test substances are not tested if it is expected they will produce corrosion or 
severe irritation (e.g,, based on pH). They are tested in step-wise fashion (one rabbit 
first, then two more if the first does not display severe response) if the test substance may 
be expected to produce a severe response, based on data fi’om similar materials. 


DuPont actively supports research programs to develop scientifically acceptable 
refinements and alternatives to animal testing. We do use a commercially available in 
vitro system (Corrositex®) as a screen. We have also developed and validated the mouse 
local lymph node assay, which is used as a replacement for guinea pig dermal 
sensitization screening, where permitted by regulatory agencies. This assay is a 
refinement of the sensitization testing which involves much shorter exposures than the 
guinea pig assays. In those cases where the in vitro system provides sufficient 
information, no additional studies with animals are performed. At present, there are no 
validated alternatives that would completely replace animal tests which are required by 
national and international laws and regulations. 

Also, please note that there were no exemptions or exceptions to any USDA regulations 
and standards to report for this year. 


Sincerelv. 


This reoort « requifwi faw (* USC 2143). .-ailur® (o /'•port aesonl i ng to tfto re^uiacoM can 
muit in an order to csaao and desot and to t3e subfec to penaJtiao as provided .'cr in SecScn Z1 20. 
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UNira STATES 0£.=>ARTMeNT Of AGRiCJUnjRe 
ANiWAC ANQ Pl^MT HEALTH INSPSCHON SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

11-27-2001 RCVD 


1. REGISTRY TIC N iNQ, nw, 

50-R-0C03 27 TORMapprcvhd 

OMQ NO. 057^^:006 

2. HEaOOUARTcRS RESEARCH rACILlTY (Nsfna and AdtitBSS, Jdregtsjaisd 'jnci uscji 
indude Zip Code) 

INTHRVET, (NC. 

405 STAT5 STREET 
P.O. SOX 318 
MIUSaORO. OE 19968 
(302) 934-8051 


CUSTOMEH NO. 
27 


3. REPORTING FACUTY (List all locations v^here arimais were housed cr used m acuai reaearcn. tsating. teaching, or axpenmentaiion. or held Ice tnese purposes. AttacT addocnai 
sheets if necessary.) 


FACrUTY LOCATlQNS('s;«s; 


See>‘Att2ched Listing 

ilillshoro f DE 


Dallas Center, lA 


DeSotp , XS s Shawnee , KS 


Worthington, MN & Ru,.hmora, 


REPORT OF ANIMALS USED 3Y OR UNOER CONTROL OF RESEARCH FACILITY (MVio: addiOanai sPeets //necessary or ose APHfS rCRM 7022A } 


Animals Covered 
0y The Animal 
Welfare Regulations 


3. Number of 
aoimais being 
bred, 

candiboned. or 
heid for use irt 
teac'vng. testing, 
ssperiments. 
research, or 
surgery but not 
yet us^ for such 
purposes. 


A. Dogs 


0. Cats 




€. Guinea Pigs 


Ty. -Hamsars 


3. Rabbits 


9. Non-Human Primates 


1 0. Sheep 


1 1 , Ptgs 


1 2. Other Farm Animals 


CATTLE 


1 3. Other Animals 


HORSES 


GOATS 





C. Number of 
animals upon 
whidi teaching, 
research, 
experiments, or 
tests were 
conducted 
irrvclving no 
pain, dscresa. or 
use of pain- 
reiievtng drugs. 

0. .Number of animals upon 
which axpertments. 
teaching, research, 
lurgery. ar tests were 
conduced involving 
accampanying pain or 
distress to the animals 
and for 'Which apprephate 
anesthetic analgesic or 
tTanquiilcng drugs were 
used. 

514 

70 

809 ' 

396 

1180 

1811 

7038 

70 

616 

1 

1552 


£. Numper of animals upon •which leacTung, 
axoerjments. msearch, surger/ or tests 'were 
ccnducied involving accompanying pain or cistrass 
to ^he animals and for which the usa of aparophata 
anestfiedc.analgeaic. or trangxiiiizing drugs would 
ha^<e ad*rersely affected the procedures, results, or 
Interpretation of the teaching, research, 
exoehmants, surgery, or tests. (An aip/anaobn o/ 
tfia pmcsdores producing pain cn distress in these 
ani/nafs and the reasons such drugs wars nof used 
hiusf be airached <o this reporr} 


TOTAL MO. 
OF ANIMALS 

(Cols. C * 

□ ^S) 














ASSURANCE STATEMENTS 


1) Professionally acceptable standarCs governing the care, treatment, and use of animals, indudtng apqrognate use of anesthetic, analgesic, and LTnouilizihg drugs, prior to. cunng. 
and following actual research, teachirrg. testing, surgery, or experimentation were /ctlowed by this research ^dlity. 

2) Eacb phndgal roves bgator has considered allemaljves to painful procedures. 

3) This facUty is adhenng to the standards arrd reguladons under ’he Ac. snd it has reguired that sxcspdcns to the standards and reguladom be speeded and explained by the 
principal invesSgator and approved by the Institudanal Animat Care and Use Ccmmicjae (IaCUC). A summary of all the axceptiorw is attached to this annual report. !n 
addition to idendfying the IACUC -approved exceptions, this summary incudes a brief sxplanartcn of the exceptions, as well as the ipeces and number of animals affected. 

4) The attending veterinarTan for this research facBty has appropriate authenty to ensure the provision of ad eguaie veterinary care and to oversee the aCeguac/ of other 
aspects of animal care and use. 


ICATION 8Y HEADQUARTERS RESEARCH FACIUTY OFFICIAL 

Executive Officer or Legally Responsible Institutional official) 
rtify that the above is true, correct, and ccmclete (7 U.S.C. Seeden 21^3) 

SIGNF CJAL NAME i TITLE OF C.EO. OR INSTITUTIONAL OFFICIAL (Type cr Print) fOAr 
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1-23 (Oct 33). which is obsolete 
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Column E E;«planatian 


Tnis form is intended as an aid to completing the Column S explanation. It Is not an offidal form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists 


1. Registration Number 


50;4R^003 


2. Number 


7768 


of animals used in this study. ■ 



3. Species (common name! Hamsters animals used in the study. 

4. Explain the procedure producing pain and/or distress. 

All Hamsters were used for testing as specified in 9CFR113.103 
v,and 113.102. As stated death is the end point. 


i 

i- 




5. Provide scientific justificatidn why pain and/cr distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results, (For Federally mandated testing, see 
Item 5 below) 





6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 1 3.102): 

Agency APHIS c.F R 113.103 and 113.102 


Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as oart of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists 


1. Registratiori Numben^O-E^OOS 

2. Number ^ of animals used in this study. 

3. Species (common name) .of animals used in the study. 

4. Explain the procedure producing pain and/or distress. 


' \ i 


All 30 dogs were used for testing as specified in 9CFR 113-209 
And as stated clinical signs and death are required to determine’ 
efficacy when -inoculated with rabies- 


I 


I 




5.. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
item 6 below) 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 11 3,1 02): 


CFR 


Agency APHIS 


113.209 


Column E Explanation 


This farm is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists 


1. Registration Number: 50-R-Q03 

ASN 

. _ > •• ’ 

2. Number ^ of animals used in this study. 


3. Species (common name) ,of animals used in the study. 

^ » 

4. Explain the procedure producing pain and/or distress. 

9CFR mandates that vaccine efficacy is to be established by 
demonstrating the prevention or statistical reduction of clinical 
signs exhibited by vaccinated animals as compared to non-vaccinated 
control animals following challenge with a' virulent isolate. 

Clinical signs are used as bases for evaluating efficacy. Amelioration 
of pain due to challenge would prevent assessment of vaccine efficacy. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 beiow) 




6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113,102); 


Agency, 


APHIS 


CFR U3.3Q5 


Column E Explanation 


This form is intended as an aid to completing the Column E explanation, it is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column £ explanation must be written so as to be understood by lay persons as well as scientists. 


1 . Registration Number; 


50-Rr003 



2. Number 22 


of animals used in this study. 




3. Species {common name) Cats _of animais used in the study. 

4. Explain the procedure producing pain and/or distress. 

All (22) cats were used to evaluate safety and efficacy of potential 
ppotential product candidates. Observations of clinical signs were 
required to evaluate product efficacy and use of drugs or other 'means 
to alleviate clinical signs would interfere with determination of 
efficacy, making product selection impossible. All animals were 
observed regularly and would have been treated or euthanized if the 
pain and distress was determined to adversely affect the overall 
welfare of the animals. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 


Agency APHIS CF R 113.71 


Thts reps^rl is required by law (7 USC 2143) Fci!'rr»^ to 'egulaiions can reve'^se siCJ lor 

result in an order lo cease and desisl and 1o be subject lo penalties as provided for in Section 2150 additional information 

Interagency Report Control No 

0180 OOA-AN 

UNITbD STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1, REGISTRATION NO. CUSTOMER NO. 

50-R-0004 42 

FORM APPROVED 

OMBNO 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACILITY (Name and Adcfress. as registered with USDA. 
include Zip Code) 

rENFCA.-TMc. AstraZeneca Pharma 

P.O. BOX 15437 
{1800 CONCORD PIKE) 

W1LM1NGTON.de 19850-5437 
(302} 886-8053 

3, REPORTING FACILITY (List ail locations where animals were housed or used in actual research, testing, leaching, or experimentation, or held for these purposes Attach additional 
sheets if necessary.) 


FACILITY LOCATlONSf^/res) 


See Attached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adtiitkynat sheets if necessary or use APHiS FORM 7023A ) 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

0. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
lo the animals and for which the use of appropriate 
anesthetic.analgesfc, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animats and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

D + E) 

4. Dogs 





25 

5. Cats 






6. Guinea Pigs 


3,240 

4,120 

689 


7. Hamsters 






8. Rabbits 


190 



190 

9, Non4^Lfman Primates 


42 



42 

10. Sheep 






1 1 . Pigs 






12. Other Farm Animals 












13. Other Animals 






Gerbil 


71 

2330 

795 

3.196 

Ferret 



152 


152 








ASSURANCE STATEMENTS 


1) Professionally aoceptable standards goveroing the care, treatment, arvl use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 


j 


2) Each principal investigator has considered alternatives to painful procedures. 


3) This facifity is adhering to the standards and r^uJations under the AcL and it has required lhat exceptions to the standards and regulations be specified and expiained by the 
principal investigalor and approved by the Institutional AnimaJ Care and Use Committee (tACUC). A summary of all the exceptions is attached to this annual report In 
addition to identifying the lACUC^pproved exceptions, this summary indudes a brief ex^anation of the exceptions, as well as the species and number of animals affected. 

4} The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 



CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legaily Responsible Institutional official) 



, (Type orPrinf) 

DATE SIGNED 
j j 
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Column E Explanation Form 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntar}'. Names, addresses, protocols, veterinary" care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as 
scientists. 

1. Registration Number: 50-R*0004 

2. Number of animals used in this study: 440 

¥ 

3. Species (common name) of animals used in this study: Gerbil 

4. Explain the procedure producing pain and/ or distress: 


(b)(4) 


5. Provide scientific justification why pain and/ or distress could not be relieved. 
State methods or means used to determine that pain and/ or distress relief would 
interfere with test results. (For Federally mandated testing, see question 6 below.): 


(b)(4) 


6. What, if any, federal regulations requite this procedure? Cite the agency, the 
Code of Federal Regulations (CFR) title number and the specific section number 
(e.g., APHIS, 9 CFR 113.102): N/A 
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Column E Explanation Form 


This form is intended as an ;iid to completing the Column E explanation. It is not an official form and its use is 
voluntary*. Names, addresses, protocols, vetennar)- care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as 
sciennsts. 


1. Registration Number: 50-R-0004 

2. Number of animals used in this study: 335 

3. Species (common name) of animals used in this study: 

4. Explain the procedure producing pain and/ or distress: 


(b)(4) 


5. Provide scientific jusdfication why pain and/or distress could not be relieved. 
State methods or means used to determine that pain and/ or distress reUef would 
interfere with test results. (For Federally mandated testing, see question 6 below.): 


(b)(4) 



6. What, if any, federal regulations require this procedure? Cite the agency, the 
Code of Federal Regulations (CFR) title number and the specific section number 
(e.g., APHIS, 9 CFR 113.102): N/A 
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Column E Explanation Form 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntar^^ Names, addresses, protocols, v'etennar\' care programs, and the like, are not required as part of an 
explanation. A Column E explanadon must be wntten so as to be understood by lay persons as well as 
scienrists. 


E 

2 . 

3 . 

4. 


Registration Number: 50-R-0004 

Number of animals used in this study; 20 

Species (common name) of animals used in this study: 

Explain the procedure producing pain and/ or distress: 


Gerbil 



(b)(4) 


5. Provide scientific justification why pain and/or distress could not be relieved. 
State methods or means used to determine that pain and/ or distress relief would 
interfere with test results. (For Federally mandated testing, see question 6 below.): 


(b)(4) 


6. What, if any, federal regulations require this procedure? Cite the agency, the 
Code of Federal Regulations (CFR) title number and the specific section number 
(e.g., APHIS, 9 CFR 113.102): N/A 
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Column E Explanation Form 


This form is intended as an aid to completing the Column E explananon. It is not an official form and its use is 
voluntar}^ Names, addresses, protocols, veterinar}' care programs, and the like, are not required as part of an 
explanation, A Column E explananon must be wntten so as to be understood bv lav persons as weU as 
sciendsts. 


E Registration Number; 50-R-0004 


2 , Number of animals used in this study: 100 


3. Species (common name) of animals used in this study; Guinea Pig 


4. Explain the procedure producing pain and/or distress: 




5. Provide scientific justification why pain and/or distress could not be relieved. 
State methods or means used to determine that pain and/or distress relief would 
interfere with test results. (For Federally mandated testing, see question 6 below.): 


(b)(4) 


6. What, if any, federal regulations require this procedure? Cite the agency, the 
Code of Federal Regulations (CFR) title number and the specific section number 
(e.g., APHIS, 9 CFR 113.102): N/A 
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Column E Explanation Form 


Tins form is mtencled as an aid to completing the Column E explanation. It is not an ofEcial form and its use is 
voluntan'. Names, addresses, protocols, veterinar}' care programs, and the like, are not required as part ot an 
explanation. A Column E explananon must be written so as to be understood by lay persons as well as 
scientists. 


1. Registration Number: 50-R-0004 

2. Number of animals used in this study: 165 

3. Species (common name) of animals used in this study: Guinea Pig 



5. Provide scientific justification why pain and/ or distress could not be relieved* 
State methods or means used to determine that pain and/ or distress relief would 
interfere with test results. (For Federally mandated testing, see question 6 below.): 


(b)(4) 


6. What, if any, federal regulations require this procedure? Cite the agency, the 
Code of Federal Regulations (CFR) title number and the specific section number 
(e.g., APHIS, 9 CFR 113.102): N/A 
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Column E Explanation Form 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntan^ Names, addresses, protocols, veterinan- care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood br lay persons as well as 
scientists. 


I. Registration Number: 50-R-0004 


2. Number of animals used in this study: 168 

3. Species (common name) of animals used in this study: Guinea Pig 


4. Explain the procedure producing pain and/ or distress: 


(b)(4) 


5. Provide scientific justification why pain and/ or distress could not be relieved. 
State methods or means used to determine that pain and/ or distress relief would 
interfere with test results. (For Federally mandated testing, see question 6 below.): 


(b)(4) 


6. What, if any, federal regulations requite this procedure? Cite the agency, the 
Code of Federal Regulations (CFR) title number and the specific section number 
(e.g., APHIS, 9 CFR 113.102): N/A 
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Column E Explanation Form 


This form is inrended as an iiid to completing the Column E explanation. It is not an official torm and its use is 
voluntar\^ Names, addresses, protocols, veterinan' care programs, and the like, are not required as part of an 
explanation, A Column E explanation must be wntten so as to be understood by lay persons as well as 
scientists. 



6. What, if any, federal regulations require this procedure? Cite the agency, the 
Code of Federal Regulations (CFR) title number and the specific section number 
(e,g., APHIS, 9 CFR 113.102): N/A 
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